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ClinicalTrials.gov Requires: 
•REGISTRATION Data, submitted by OPS & DCRI 
 

•RESULTS Data, can be done through BTRIS 

•Arm Attribution / Participant Flow 

•Baseline Characteristics 

•Adverse Events 

•Outcome Measures 

•Limitations 

•Agreements 



  

 



  

Submitting Results Data to 

ClinicalTrails.gov via BTRIS 

• BTRIS Preferences: allows investigators to… 
…attribute subjects to protocols 
 

• ClinicalTrials.gov Submission: allows investigators to… 
…submit subject level data to BTRIS 
…submit summary data to ClinicalTrials.gov 

 

 



  

Data Flow from BTRIS to ClinicalTrials.gov 

 

 
 

 

 

 

Investigator Spreadsheet / (BTRIS Template) 
 

Arm Attribution 

Adverse Events (AE), Outcome Measures 

Contacts Agreements, Limitations 

 

CRIS  
 

Demographics 

Submit Results 

to ClinicalTrials.gov from BTRIS 

Stores, Summarizes Data  

in ClinicalTrials.gov format 

Preview, Edit, Share Results 

Available in pdf format 

ClinicalTrials.gov 

Results Published 

 

BTRIS 



  

a. Reusing data already existing in BTRIS e.g. demographics  

b. Aggregating data in the ClinicalTrials.gov defined format from the raw 

data the user provides  

c. Simple, easy to fill spreadsheet provided to populate results data  

d. Providing a mapping tool for standardizing (MedDRA) adverse events  

e. BTRIS experience submitting results for NHLBI, NIAAA, NIAID, NICHD ,  

NIAMS and NIMH studies  

f. Providing a simpler web based user interface focusing on required fields  

h. Having an interface to directly submit results to ClinicalTrials.gov  

i. Providing expertise in ClinicalTrials.gov rules/workflows for submission  

j. BTRIS closely works with NLM and Institute QA contacts for data 

submission  

Benefits to BTRIS Users include: 



  

SUBJECT ARM ASSIGNMENT – enter the arm for each 

subject  

Investigator Spreadsheet (BTRIS Template) 



  

OUTCOME MEASURES – enter protocol outcome 

measures and associated data  

Investigator Spreadsheet (BTRIS Template) 



  

ADVERSE EVENTS BY SUBJECT– enter adverse events 

and associated data for each subject  

Investigator Spreadsheet (BTRIS Template) 



  

CONTACT AGREEMENT LIMITATIONS – enter a single 

row of data for populating several sections of the 

ClinicalTrials.gov website  

Investigator Spreadsheet (BTRIS Template) 



  

BTRIS Tabulation of Baseline Characteristics 



  

BTRIS Tabulation of Adverse Events 



  

Submitting Data from BTRIS  

to ClinicalTrials.gov 

 



  



  

 

BTRISsupport@nih.gov  

 

301-827-8270 
 

BTRIS Website 

Btris.nih.gov 


